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DETAILED ACTION 

Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-11, drawn to a diagnostic test device, classified in class 422, subclass 
119. 

II. Claims 12-15, drawn to a process of making a diagnostic test device, classified in 
class 436, subclass 164. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are related as product made and process of making. The inventions 
are distinct if either or both of the following can be shown: (1) that the process as claimed can be 
used to make another and materially different product or (2) that the product as claimed can be 
made by another and materially different process (MPEP § 806.05(f)). In the instant case the 
product of group I, can be made by another and materially different process, such as spin coating 
technology. 

3. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification, the search required for one 
group is not required for the other, and the search required for one group is not required for the 
other, therefore , therefore restriction for examination purposes as indicated is proper. 

4. A telephone call was made to Mr. Jaskiewicz on 6/5/2006 to request an oral election to 
the above restriction requirement, and applicant elects group I, claims 1-11, with traverse. 

5. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
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application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 3, 8-10 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

With respect to claim 3, line 3, it is not clear what applicant means "be 
inserted there-between". Applicant needs to clarify. 

With respect to claim 8, line 3, it is not clear what applicant means "side-by- 
side relationship". 

With respect to claim 9, line 2, it is not clear what applicant means "plurality 
of test strips are attached together." Does applicant means physically these 
test strips are attached together ? If so, applicant needs to point the support 
from specification to the examiner. 

Similarly, claim 10 also suffers the same problem as indicated in claim 9. 



Claim Rejections - 35 USC §102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

8. Claims 1, 3, 6, 8-9, are rejected under 35 U.S.C. 102(b) as being anticipated by Willis et 
al. (EP 0837320). 

Willis et al. teach an assay device for detection of analytes in a sample. The device 
taught by Willis comprises a thing flat core member having grooves indented into a face 
thereof (See Figure 2 component 26 is groove), an immunoassay test strip (component 12 
in Figure 3-4), and means on the edges of the grooves (bottom portion of groove 26 in 
Figure 2) for retaining the test strip in respective groove. 

With respect to claim 3 and 8, each groove of the device taught by Willis et al. is spaced 
apart, and each groove can be inserted of one test strip. Surpa. 

With respect to claim 6, the device of the grooves are positioned in parallel (See Figure 
3-4). 

9. Claims 1, 3-4, 6, 8-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Tydings et al. (US 6805838). 

Tydings et al. teach an assay device for detection of analytes in a sample. The device 
taught by Tydings comprises a thing flat core member having grooves indented into a 
face thereof (See Figure 3-4; component 14 is groove), an immunoassay test strip 
(component 12 in Figure 3-4), and means on the edges of the grooves (bottom portion of 
groove 14 in Figure 3) for retaining the test strip in respective groove. 
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With respect to claim 3 and 8, each groove of the device taught by Tydings et al. is 
spaced apart, and each groove can be inserted of one test strip. Surpa. 

With respect to claim 4, the material of the core can be of plastic (Col. 2, line 38-45). 

With respect to claim 6, the grooves are positioned in parallel. Supra. 

With respect to claim 10, Tydings et al. teach using backing sheet for the device and the 
test strips also attached to the backing sheet (See Figure 2 and Figure 4). 

With respect to claim 1 1 , the device also comprises a front panel to enclose the test strip 
and having openings to provide access to the test strip (See Figure 1 and 3). 

10. Claims 1-6, 8-1 lare rejected under 35 U.S.C. 102(e) as being anticipated by Wong et al. 
(US 6818452). 

Wong et al. teach a device for analyzing target molecule in a sample. The device 
comprises a thin flat core member having at least one groove indented into a face thereof, 
where an immunoassay test strip in placed in said groove (see component 441 as test strip 
and component 418 as groove for placing said test strip in Figure 8) and means on the 
edges of grooves for retaining test strips in respective groove (See Figure 8, the bottom of 
the groove 418 can be means for retaining test strips). 

With respect to claims 2-3, the projections on the opposed longitudinal edges of grooves 
(component 414) can be used to retaining test strips (See Figure 8). 

With respect to claim 4, Wong et al. also teach the material for the device can be of 
plastics (Col. 4, line 30-45). 
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With respect to claim 5, Wong et al. teach a pluralities of nibs (component 414) 
projections on the grooves as means for retaining test strips in the device (Figure 8). 

With respect to claim 6, 8, Wong et al. disclose that the grooves are positioned in parallel 
(See Figure 8-9). 

With respect to claim 10, Wong et al. disclose that the test strips are attached to the 
backing absorbent (Col. 2, line 60 to Col. 3, line 10). 

With respect to claim 11, Wong et al. teach that the device comprises a front panel for 
access of test strip and allow for reviewing test results (See Figure 8-9). 

Claim Rejections - 35 USC §103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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13. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Tydings et al. in 
view of Casterlin et al. (US 6403383). 

Tydings et al. reference has been discussed but does not explicitly teach using a test strip 
having two-sided grooves for placing test strips for analysis of analytes. 

Casterlin et al. teach using two-sided grooves having test strips for immunoassay 
analysis. The device provides advantages of time and cost saving (Col. 1, line 40 to Col. 
5; Col. 2, line 55-65). 

Therefore, It would have been obvious to one ordinary skill in the art at the time the 
invention was made to have provided Tydings et al. with the two-sided grooves as taught 
by Casterlin et al. for placing test strips in order to save time and cost for a mass 
screening purpose. 

Conclusion 



14. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jacob Cheu whose telephone number is 571-272-0814. The 
examiner can normally be reached on 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Jacob Cheu 



Examiner 
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